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DEPARTMENT  OF  HEALTH. 
EDUCATION.  AND  WELFARE 

Food  and  Drug  Administration 

21  CFR  Part  895 

[Docket  No.  77N-0144] 

Medicai  Device^  Estabiishment  of 
Procedures  To  RIake  a  Device  a 
Banned  Device 

agency:  Food  and  Drug  Administration. 
ACnOM:  Final  Rule. _ 

summary:  The  agency  is  issuing  final 
regulations  setting  forth  procedures  by 
which  a  device  intended  for  human  use 
that  presents  substantial  deception  or 
an  unreasonable  and  substantial  risk  of 
illness  or  injury  can  be  made  a  banned 
device.  This  final  rule  is  issued  under 
expanded  authority  of  the  Commissioner 
of  Food  and  Drugs  to  protect  the 
American  public  from  dangerous  or 
fraudulent  medical  devices. 

EFFECTIVE  DATE:  July  17. 1979. 

FOR  FURTHER  INFORMATION  CONTACT. 
Dan  R.  Beardsley,  Bureau  of  Medical 
Devices  (HFK-114),  Food  and  Drug 
Administration,  Department  of  Health, 
Education,  and  Welfare.  8757  Georgia 
Ave.,  Silver  Spring.  MD  20910,  301-427- 
7218. 

SUPPLEMENTARY  INFORMATION:  In  the 
Federal  Register  of  August  19, 1977  (42 
FR  42000,  the  FDA  proposed  to 
establish,  in  new  Part  895  (21  CFR  Part 
895),  procedures  for  making  a  device  a 
banned  device.  Interested  persons  were 
given  imtil  October  17. 1977  to  comment. 
Twenty-five  comments  were  received  on 
the  proposal. 

The  issues  raised  most  often  by  these 
comments  concerned  the  authority  of 
the  agency  to  require  persons  other  than 
manufacturers  to  comply  with  the  rule, 
the  use  and  frequency  of  consultation 
with  classification  panels  in  the  banning 
process,  the  use  of  the  special  effective 
date  requirem^ts,  and  questions  on 
procedural  matters  such  as  notification 
and  hearings. 

In  general,  the  final  regulation  is 
adopted  as  proposed,  although  several 
changes  have  been  made  in  response  to 
comments  and  to  clarify  the  language  of 
the  regulation.  The  following  discussion 
summarizes  the  comments  received  and 
the  agency’s  responses  to  them: 

General 

1.  Three  comments  on  proposed 
S  895.1(d)  suggested  that  there  may  be 
situations  in  which  a  single  device  is 
intended  for  use  in  both  humans  and 


animals.  Hie  comments  stated  that  for 
such  a  device  the  veterinary  use  may 
not  represent  a  substantial  deception  or 
an  unreasonable  or  substantial  risk  of 
illness  or  injury  even  though  such  risk 
may  exist  for  the  device  when  used  to 
treat  humans.  In  those  circumstances, 
the  comments  argued,  relabeling  should 
be  permitted  so  ^at  the  product  may 
continue  to  be  marketed  for  veterinary 
purposes. 

The  agency  agrees  that  proposed 
§  895.1(d)  should  be  clarified  so  that  a 
bona  fide  veterinary  device  that  can  be 
properly  labeled  for  veterinary  use  does 
not  come  within  the  scope  of  a  banned- 
device  regulation.  Proposed  §  895.1(d) 
was  intended  to  prevent  a  banned 
device  fr^m  being  relabeled  for 
veterinary  use  as  a  subterfuge  to  permit 
its  continued  marketing.  If,  however, 
before  being  banned,  a  device  was 
intended  for  both  human  and  veterinary 
use,  its  continued  marketing  for 
veterinary  use  will  be  permitted  under 
the  following  conditions:  (1)  the  device 
must  comply  with  all  requirements 
under  the  Federal  Food,  Drug,  and 
Cosmetic  Act  and  the  FDA  regulations 
applicable  to  veterinary  devices:  and  (2) 
the  label  for  the  device  must  bear  the 
following  statement:  “For  Veterinary 
Use  Only.  Caution:  Federal  law 
prohibits  the  distribution  of  this  device 
for  human  use.” 

There  may  also  be  instances  in  which 
a  manufacturer  can  demonstrate  a  bona 
fide  veterinary  use  for  a  device  that 
before  the  banning  order,  was  intended 
only  for  human  use.  Such  a  device  may 
be  permitted  to  be  relabeled  and 
mariceted  for  veterinary  use  under  the 
conditions  noted  above. 

Accordingly,  S  895.1(d)  has  been 
revised  to  allow  for  the  bona  fide 
veterinary  use  of  an  otherwise  banned 
medical  device.  Hie  Commissioner 
emphasizes,  however,  that  8  895.1(d)  has 
also  been  amended  to  state  that  banned 
devices  labeled  for  veterinary  use  that 
are  found  to  be  intended  for  human  use 
will  be  considered  to  be  banned  devices 
notwithstanding  veterinary  use  labeling. 
The  agency  may  consider  the  ultimate 
destination  of  a  device  in  determining 
whether  it  is  “intended  for  human  use” 
within  the  meaning  of  8  895.1(d). 

2.  Numerous  comment  objecteild  to  use 
of  the  terms  “owner”  and  “^stributor” 
in  the  proposed  regulations,  specifically 
to  “owner”  in  proposed  8  895.22  on ' 
submission  of  data  and  information  (the 
term  was  also  used  in  proposed  8  895.21 
(a)(3)  and  (d)(3)),  and  to  “owner”  and 
“disMbutor”  in  proposed  8  895.25  on 
labeling  (which  are  also  used  in 
88  895.1(d)  and  895.30(Q). 


Comments  regarding  the  submission 
of  data  and  information  under  proposed 
8  895.22  argued  that  the  term  “owner” 
means  the  ultimate  user  or  purchaser 
(e.g.,  physicians,  hospitals,  consumers, 
etc.)  and  that  such  persons  cannot  be 
required  to  submit  data.  Moreover,  the 
comments  assert  that  owners  are  not 
within  the  scope  of  section  519  of  the  act 
(21  U.S.C.  360i),  which  concerns'  the 
records  and  imports  that  the 
Commissioner  may  by  regulation  require 
only  of  manufacturers,  importers,  or 
distributors.  Additionally,  the  comments 
claimed  that  the  agency  cannot  require 
disclosure  of  the  identity  of  patients 
who  may  be  “owners.”  Another 
comment  suggested  that  Congress  never 
Intended  reporting  requirements  to  be 
imposed  on  device  owners.  One 
comment  argued  to  the  contrary: 

Owners  are  in  a  better  and  particularly 
imique  position  to  provide  valuable, 
first-hand  information  on  hazards 
associated  with  the  use  of  a  particular 
device,  and  the  term  “owners”  should  be 
included  throughout  the  rule. 

Comments  regarding  labeling  stated 
that  an  “owner”  such  as  a  physician, 
hospital,  or  private  user  would  not  be  in 
a  position  to  relabel  the  device.  One 
comment  suggested  that  the  term 
“distributor”  has  been  used 
synonymously  with  “manufacturer” 
throughout  the  proposal  where  parallel 
obligations  and  responsibilities  are 
inappropriate.  The  comment  argued  that 
the  responsibility  for  halting  production 
and  marketing  of  a  banned  device,  or  for  , 
making  label  changes,  should  remain 
with  the  manufacturer  or  other  party 
who  introduced  the  device  into 
commerce,  and  that  in  cases  where  the 
banning  of  a  device  is  not  sufficient  to 
protect  the  public,  other  provisions  of 
the  act  give  the  Secretary  of  Health, 
Education,  and  Welfare  adequate 
authority  to  require  customer 
notification,  repair,  replacement,  and 
refund.  The  comment  further  suggested 
that  the  word  “distributor”  be  deleted. 

'The  agency  emphasizes  that  section 
516  of  the  act  (21  U.S.C.  360f)  requires 
that  a  finding  of  substantial  deception  or 
an  unreasonable  and  substantial  risk  of 
illness  or  injury  associated  with  the 
device  be  based  on  “all  available  data 
and  information.”  No  details  are  given 
in  section  516  of  the  act  regarding  the 
method  of  obtaining  these  data  and 
information.  The  Report  by  the 
Committee  on  Interstate  and  Foreign 
Commerce  (94-853,  Feb.  29, 1976,  p.  19) 
states  that  ^e  data  and  information 
may  include  information  obtained  under 
other  provisions  of  the  act  and  may 
include  information  supplied  by  the 
manufacturer.  Section  519  of  the  act 
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which  provides  the  authority  for  the 
Commissioner  to  require  reports  of 
device  manufacturers,  importers,  and 
distributors,  does  not,  however,  include 
“owners"  within  its  terms.  Therefore, 
the  agency  is  deleting  the  term  "owner” 
from  §  895.22  and  from  associated 
§  895.21  (a)(3)  and  (d)(3).  However, 
under  section  519(a)(4)  of  the  act,  the 
identity  of  any  patient  may  be  reqmred 
to  be  disclosed  in  records,  reports,  or 
information  required  from 
manufacturers,  distributors,  or  importers 
to  determine  the  safety  and 
effectiveness  of  the  device  or  to  verify  a 
record,  report,  or  information  submitted 
under  §  895.22. 

Because  the  agency  must  be  in  the 
position  to  obtain  such  other 
information  as  is  necessary  to  make  a 
finding  based  on  “all  available  data  and 
information,”  the  agency  intends  to 
allow  any  interested  person  who  may 
have  an  interest  in  the  device  to  provide 
such  data  and  information  either  for  or 
against  the  proposal  to  ban.  Therefore, 
owners,  users,  physicians,  and  hospitals, 
who  would  not  generally  be  subject  to 
the  requirements  of  the  act,  may  be 
requested  to  make  voluntary 
submissions,  and  they  may  also  do  so  on 
their  own  initiative.  Accoi^ingly,  in 
§  895.21  (a)(3)  and  (d)(3),  the  agency  has 
replaced  the  term  "owner”  with  the 
statement  "and  information  voluntarily 
submitted  by  any  other  interested 
persons.” 

The  agency  believes  that  Congress 
intended  that  the  person  responsible  for 
the  labeling  of  tiie  devioe,  usually  the 
manufacturer,  should  also  be  the  person 
responsible  for  any  necessary  relabeling 
of  die  device.  Because  persons  other 
than  the  manufachmer  may  be 
responsible  for  the  labeling  of  a  device, 
FDA  expanded  the  provision  to  include 
other  likely  parties,  including  importers, 
distributors,  and  owners.  To  clarify  the 
agency’s  intent  not  to  single  out  any 
individual,  and  to  show  that  in  most 
cases  owners  would  not  be  responsible 
for  labeling  the  device,  the  agency  has 
replaced  the  term  “owner”  with  the  term 
“or  any  other  person(s)  responsible  for 
the  labeling  of  the  device"  in  §  895.25 
and  in  associated  895.1(d)  and 
895.30(f).  Comparable  changes  have 
been  made  in  §§  895,21 (a)(2)  and 
895.30(a),  which  are  the  oidy  other 
sections  where  the  term  “owner” 
appeared.  Also,  the  terms  “distributor” 
and  “importer,”  which  are  referenced 
throughout  proposed  {  895.25,  were 
inadvertently  omitted  from  proposed 
§  895.25(b).  'These  terms,  therefore  have 
been  added  to  that  section.  The  agency 
is  not  deleting  the  term  “distributor” 
from  any  of  the  above-referenced 


sections  in  the  final  regulation  because 
many  distributors  purchase  products 
manufactured  domestically,  or  import 
products,  and  then  provide  their  own 
labeling,  therefore  often  becoming  the 
person  most  responsible  for  relabeling 
the  device. 

Procedures  for  a  Banning  Device 

3.  Two  comments  suggested  that 
proposed  S  895.21(a)(1)  should  include 
the  term  “unreasonable”  in  addition  to 
“substantial”  to  conform  to  the  statutory 
language  relating  to  determination  of 
risk  of  illness  or  injury. 

The  agency  disagrees  with  the 
comments.  Proposed  §  895.21(a)(1) 
provides  only  an  explanation  of  the 
basis  by  which  the  Commissioner 
determines  whether  deception  or  risk  of 
illness  or  injury  associated  with  a 
device  is  "substantial.”  This  language  is 
based  on  the  Report  by  the  Committee 
on  Interstate  and  Foreign  Commerce  (p. 
19). 

4.  One  comment  expressed  concern 
about  the  failure  to  defrne 
"unreasonable  risk”  in  §  895.21(a)(1)  and 
the  resulting  potential  for  excessive 
FDA  inspections  and  reporting 
requirements.  Any  medical  procedure,  it 
was  argued,  presents  an  element  of  risk 
to  the  patient.  If  excessive  inspections 
occur,  hospitals  may  be  faced  with 
exceptionally  expensive  reporting 
requirements  that  would  transfer  staff 
time  from  patient  care  activities  to 
administrative  duties. 

The  agency  believes  that  the  term 
“unreasonable  risk”  should  apply  both 
to  the  device  and  to  the  medical 
procedure.  For  the  purpose  of  this 
regulation,  the  agency  will  conduct  a 
careful  analysis  of  risks  associated  with 
the  use  of  the  device  relative  to  the  state 
of  the  art  and  the  potential  hazard  to 
patients  and  users.  Inspections  and 
requests  for  data  and  information  will 
be  made  only  when  necessary  to 
determine  the  need  for  banning  a 
particular  device. 

5.  Three  comments  expressed  concern 
that  the  language  in  proposed 

§  895.21(a)(2)  may  lead  to  an  arbitrary 
determination  of  whether  to  ban  a 
device  because  proof  of  actual 
deception  is  not  necessary.  The 
comments  argued  that  proof  of 
deception  should  be  required.  - 

The  agency  disagrees  with  the 
comments.  ’Die  Report  by  the  Committee 
on  Interstate  and  Foreign  Commerce  (p. 
19)  states  that  actual  proof  of  deception 
of,  or  injury  to,  an  individual  is  not 
requireci  and  that  a  frnding  need  be 
made  only  that  a  device  presents  the 
requisite  degree  of  deception  or  risk  on 
the  basis  of  all  available  data  and 


information  (as  provided  in 
S  895.21(a)(3)).  ‘Therefore,  no  change  in 
proposed  §  895.21(a)(2)  has  been  made. 

6.  One  conunent  suggested  that  the 
Commissioner  should  consider  whether 
the  users  of  the  device  would  be 
deceived  or  otherwise  harmed.  The 
comment  suggested  that  f  895.21(a)(2) 
be  expanded  to  require  that  the 
Commissioner  take  into  consideration 
the  sophistication  and/or  medical 
background  of  the  user. 

The  agency  advises  that  proposed 
9  895.21(a)(2)  states  that  the 
Commissioner  will  consider  whether 
users  of  the  device  may  be  deceived  or 
otherwise  harmed.  However,  the  agency 
does  not  enumerate  in  the  final  rule  all 
the  possible  elements  that  might  be 
considered  in  making  such  a 
determination  because  such  an 
enumeration  could  limit  imduly  the 
possibly  relevant  and  useful  information 
that  interested  persons  would  submit  in 
response  to  a  proposal  to  ban  a  device. 
The  Commissioner  will  take  into 
consideration  the  sophistication  and 
medical  background  of  the  user,  but  only 
in  the  context  of  the  entire  banning 
process,  and  would  not  likely  make  the 
decision  on  that  basis  alone. 

7.  One  comment  suggested  that  before 
any  public  disclosure,  the  agency  should 
resolve  with  the  manufacturer  all 
questions  regarding  safety, 
effectiveness,  and  reliability  of  the 
device.  'The  comment  suggested  that  the 
Commissioner  should  offer  the 
manufacturer  an  opportunity  to  review, 
with  the  Food  and  Drug  Administration 
(FDA),  the  details  on  the  basis  of  which 
the  agency  is  acting  and  as  to  which  a 
public  disclosure  will  be  made.  If  the 
manufacturer  does  not  act  within  a 
specified  period  of  time,  the  agency 
could  then  proceed  to  make  a  device  a 
banned  device. 

The  agency  disagrees  that  a 
mechanism  should  be  put  into  these 
regulations  dealing  with  prior  contact 
with  the  manufacturer.  The  general 
operating  procedures  of  the  agency 
normally  lend  themselves  to  bringing 
these  matters  to  the  attention  of  the 
manufacturer  by  sending  an  information 
letter  or  regulatoiy  letter  to  the  firm  to 
provide  it  with  an  opportunity  to  correct 
the  problem.  The  initiation  of  other 
actions,  such  as  seizing  the  device,  ‘ 
enjoining  the  firm,  or  banning  the 
device,  may  than  be  used  in  instances  in 
which  the  manufacturer,  distributor, 
importer,  or  other  responsible  person 
has  not  corrected  the  problem. 

8.  Six  comments  argued  that  proposed 
9  89S.21(b)  does  not  provide  for  the 
proper  utilization  of  classification 
panels  before  initiating  a  proposal  to 


29216 


Federal  Register  /  Vol.  44.  No.  9B  /  Friday.  May  18.  1979  /  Rules  and  Regulations 


ban  a  device.  One  comment  suggested 
that  oral  communications  with  panel 
members  be  recorded  in  written 
memorandums.  Another  comment 
argued  diat  telephone  communication 
with  individual  panel  members  is 
inadequate  and  does  not  constitute 
consultation  with  the  panel  as  required 
by  the  statute.  At  the  very  least,  the 
comment  continued,  the  Commissioner 
should,  in  lieu  of  consulting  with  the 
panel  through  correspondence,  be 
required  to  make  a  conference  call,  in 
which  all  members  of  a  panel  could 
participate.  Another  comment  argued 
that  consultation  widi  the  panels  should 
take  place  only  in  the  context  of  full- 
scale  panel  meetings,  except  for 
emergencies,  in  which  case  it  would  be 
appropriate  for  the  Commissioner  to 
elicit  written  comments  from  individual 
panel  members.  TWo  comments  urged 
that  the  Commissioner  supply  the  panel 
with  all  information,  both  favorable  and 
unfavorable,  and  that  whatever 
information  the  Commissioner  uses  as 
the  basis  for  the  decision  be  made 
available  to  the  panel.  In  addition,  the 
comments  suggested  that  all 
nonconfidential  information  supplied  to 
the  panel  be  available  for  inspection  by 
ihe  company  or  firm  to  which  the 
information  relates. 

The  agency  is  awhre  that  section  516 
of  the  act  calls  for  consultation  with  the 
appropriate  panel  without  specifying  the 
method.  The  Report  by  the  Committee 
on  Interstate  and  Foreign  Commerce  (p. 
19)  states  that  the  consultation  is  not  to 
delay  the  Hanning  process,  and  therefore 
no  time  period  for  piyiel  review  or  a 
requirement  that  a  panel  approve  a 
proposed  action  was  established. 
Consequently,  depending  on  the  urgency 
or  timeliness  of  the  proposed  banning, 
the  Commissioner  should  have  the 
flexibility  to  consult  with  the  panel 
through  a  meeting,  written 
correspondence,  appropriate  telephone 
conversations,  or  other  means  of 
commimications,  whichever  may  be  the 
most  practical  and  appropriate  for  a 
given  situation.  In  most  cases,  before 
proposing  to  ban  a  device,  attempts  will 
be  made  to  consult  with  the  greatest 
number  of  available  panel  members. 

The  agency  does  not  believe,  however, 
that  Congress  intended  the  term 
“consultation”  to  be  limiting.  The 
agency  agrees  that  all  telephone 
conversations  and  other  forms  of  oral 
communication  with  the  panel  or  its 
members  should  be  recoded  and  has 
modified  §  895.21(b]  in  the  final  rule 
accordingly.  In  conducting 
consultations,  the  agency  will  also  seek 
to  obtain,  wherever  reasonably  possible, 
the  benefit  of  the  panel's  collegial 


discussion  and  views  radier  than*  the 
views  of  individual  members  separately. 
In  view  of  the  legislative  history, 
however,  it  would  not  be  appropriate  for 
the  agency  to  delay  the  procee<fing  to 
prepare  a  ban  in  order  to  obtain 
collegial  rather  than  separate  views. 

The  Commissioner  agrees  in  principle 
with  the  idea  thai  Liformation  on  which 
a  decision  is  based  should  also  be 
available  to  panel  members.  In  some 
instances,  however,  when  the  data  are 
cumbersome  (for  example,  a  large 
volume  of  computer  printouts),  only 
summaries  need  be  provided.  The  actual 
data,  of  course,  must  be  available  to  the 
Commissioner  since  a  decision  must  a 
made  on  the  basis  of  “all  available  data 
and  information.”  Moreover, 
information  on  a  firm’s  failure  to  relabel 
under  §  895.25  would  not  be  presented 
to  the  panel  because  such  information 
normally  would  develop  after  the  panel 
consultation.  If  the  Commissioner  were 
required  to  provide  the  panel  with 
literally  “all  data  and  hdormation” 
received,  and  the  Commissioner  did  not 
provide  all  information  such  as 
computer  printouts,  information  which 
may  have  been  received  after  panel 
consultation,  or  any  noncritical 
information,  a  procedural  defect  might 
result  and  prevent  or  delay  the  banning 
of  the  device.  This  is  cleariy  not  what 
Congress  intended.  Therefore. 

$  895.21(b)  has  not  been  changed  in  this 
regard. 

The  agency  does  not  believe  that  any 
special  mechanism  is  necessary  to 
ensure  the  confidentiality  of  information 
because  mechanisms  to  protect 
confidentiality  are  well  established  in 
the  agency's  public  information 
regulation  (21  CFR  Fart  20).  The 
handling  of  requests  for  nonconfidential 
information  is  also  covered  in  that 
regulation  (see  also  paragraphs  12  and 
22  of  this  preamble). 

9.  Five  comments  interpreted 
proposed  §  895.21(c)  to  mean  that  the 
Commissioner  has  an  option  of  choosing 
to  ban  a  device  or  to  require  a  labeling 
change.  The  comments  stated  that  this  is 
contrary  to  section  516(a)(2)  of  the  act 
which  requires  a  labeling  change  if  the 
change  could  correct  the  problem. 

The  agency  intended  that  proposed 
§  895.21(c)  be  read  in  context  te..  in 
reference  to  proposed  §  895.25,  which  is 
cited  in  proposed  {  895.21(c)  and  wUch 
discusses  in  detail  the  requirement  for 
any  necessary  labeling  changes  under 
the  law.  However,  to  avoid  confiision, 
language  in  proposed  §  885.21(c)  has 
been  changed  to  provide  that  if  the 
deception  or  risk  can  be  corrected  by 
labeling  or  changes  in  labeling,  the 
Commissioner  will  require  responsible 


persons  to  make  such  changes  in 
accordance  with  S  885.25.  If  such  action 
is  not  take  in  accordance  with  §  885.25, 
however,  the  Commissioner  may  initiate 
a  proceeding  to  ban  the  device. 

la  One  comment  suggested  that 
S  885.21(c)  be  changed  to  require  the 
Commissioner  to  consult  with  the  panel 
before  requiring  a  labeling  change. 

The  agency  disagrees  that  a  change  in 
the  regulation  is  necessary.  Ilie  question 
of  labeling  would  be  an  issue  that  the 
panel  or  individual  panel  members 
could  consider  when  the  question  of 
deception  or  risk  of  illness  or  injury  is 
raised.  In  addition,  the  Commissioner 
may  ask  the  panel  whether  the 
deception  or  risk  of  illness  or  injury 
presents  an  unreasonable,  direct,  or 
substantial  danger  to  the  health  of 
individuals  that  might  call  for  a  special 
effective  date  as  provided  in  proposed 
S  895.30.  The  agency  agrees  that,  though 
not  a  prerequisite,  consultation  with  the 
panel  regarding  the  special  effective 
date  under  §  895.30  may  be  a  useful 
procedure  to  substantiate  the  need  for 
such  a  measure.  The  agency  cannot 
specify  every  instance,  however,  in 
which  the  panel  would  be  consulted. 

The  agency  has  attempted  to  make  the 
proposed  regulation  brief  while 
providing  flexibility  in  the  use  of  panel 
expertise  on  matters  relating  to  a 
section  516  action. 

11.  One  comment  suggested  that  with 
regard  to  proposed  §  895.21(d),  die  30- 
day  period  within  which  interested 
persons  may  request  an  informal 
regulatory  hearing  after  the  date  of 
publication  of  the  proposed  regulation 
may  be  too  short,  owing  to 
communication  delays  in  the  postal 
system  and  internal  mail  systems  of 
large  companies.  The  comment 
suggested  that  45  days  be  allowed  for 
requesting  an  informal  hearing. 

'Ilie  agency  disagrees  with  the 
comment  Congress  intended  to  allow 
the  Commissioner  to  move  quickly  to 
protect  the  public  from  fraudulent  or 
hazardous  medical  devices.  To  allow 
any  more  time  than  is  necessary  to 
forward  such  a  request  could 
compromise  this  intent 

12.  One  comment  argued  that  the 
notice  under  proposed  8  895.21(d) 
should  not  merely  reference  all  the 
reasons  for  initiating  a  proposal  to  ban  a 
device,  but  should  include  the  substance 
of  the  findings,  including  the  substance 
of  the  panel  consultation. 

The  Commissioner  agrees  in  part  with 
the  comment  and  has  changed  toe  word 
“reference”  to  "briefly  summarize”  in 
8  8IC.21(d).  The  information  published 
will'be  adequately  detailed  to  inform  the 
public  of  the  basis  for  the 
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Commissioner’s  decision.  Also,  to  be 
more  specific,  the  agency  is  amending 
S  895.21(d)(1)  to  include  any 
determination  made  by  the 
Commissioner  under  S  805.30  that  the 
deception  or  risk  of  illness  or  injury 
presents  an  unreasonable,  direct  and 
substantial  danger  to  the  health  of 
individuals.  A  statement  has  also  been 
added  to  provide  that  all 
nonconndential  informaticn  upon  which 
the  proposed  finding  is  based,  including 
the  recommendations  of  the  panel,  will 
be  available  for  public  review  (see  also 
paragraphs  8  and  22  of  this  preamble). 
The  agency  disagrees,  however,  with  the 
concept  of  publishing  all  the  findings  in 
the  F^eral  Register  because  this  would 
be  cumbersome.  Except  for  those  that 
are  confidential,  such  findings  can  be 
and  will  be  made  available  for  public 
review  at  the  office  of  the  Hearing  Clerk. 
FDA. 

13.  Several  comments  suggested  that 
the  notice  in  proposed  S  885.21(d) 
include  an  affirmative  finding  that 
labeling  changes  would  be  inadequate 
to  ensure  the  safety  and  effectiveness  of 
the  device. 

The  agency  agrees  and  has  made  the 
appropriate  change  in  S  895.21(d). 

14.  Several  comments  suggested  that 
the  notice  in  proposed  $  895.21(d) 
specify,  with  reasons,  whether  the 
proposed  regulation  would  apply  to 
devices  already  in  commercial 
distribution  and/or  those  already  sold  to 
the  imtimate  user. 

The  agency  agrees  and  has  made  the 
appropriate  change  in  S  805.21(d).  This 
provision  supplements  §  895.21(f).  which 
requires  that  a  final  regulation  specify 
whether  devices  already  in  commercial 
distribution  or  already  sold  to  the 
ultimate  user  are  banned. 

Finally,  the  agency  is  amending 
proposed  $  895.21(d)  to  provide  that  the 
Commissioner  may  include  in  the  notice 
any  other  information  believed  pertinent 
to  the  matter  of  initiating  a  proceeding 
to  ban  a  device. 

15.  Three  conunents  on  §  895.21(d) 
argued  that  all  interested  persons  who 
request  a  hearing  have  a  right  to  a 
hearing  rather  than  merely  an 
opportunity  to  request  a  hearing. 

The  agency  agrees  with  the  comment 
and  has  changed  S  895.21(d)  accordingly 
to  conform  to  the  requirement  to  afford 
all  interested  persons  an  opportunity  for 
an  informal  hearing  as  set  forth  in 
section  516(a)(2)  of  the  act. 

16.  One  comment  suggested  deleting 
from  proposed  §  895.21(e)  the  option 
that  would  allow  the  Commissioner  to 
list  in  a  final  regulation  only  a 
description  of  the  device,  llie  comment 
argued  that  listing  only  a  description 


might  reflect  unfairly  on  devices  that  are 
sii^ar  to.  or  resemble,  the  banned 
device  but  are  not  hazardous, 
fi'audulent,  or  deceptive. 

The  agency  disagrees  with  the 
comment  In  most  cases,  the 
Commissioner  will  list  the  name  of  the 
specific  device  along  with  its 
description.  However,  in  certain 
situations,  the  Commissioner  may  wish 
to  ban  a  class  of  devices  that  may  be 
known  under  a  number  of  brand  names 
or  for  which  the  brand  names  are 
unkno%vn.  or  have  been  recently 
changed.  Under  such  circumstances, 
providing  a  description  of  these  devices 
may  be  ffie  only  practicable  means  to 
ensure  that  the  banning  reaches  the 
intended  devices.  For  similar  devices 
that  may  not  be  subject  to  the  ban.  the 
final  relation  to  bw  a  device  might 
include  specific  exempting  provisions  to 
distinguish  them  fit)m  the  affected 
device.  To  meet  such  situations,  the 
Commissioner  intends  to  keep  the 
banniqg  process  as  flexible  as  possible 
within  the  requirements  of  the  act. 
Section  895.21(e)(1)  has  been  clarified, 
however,  to  provide  that  a  final 
regulation  banning  a  device  add  "the 
name  or  the  description  of  the  device,  or 
both”  to  the  list  of  banned  devices. 

17.  One  comment  suggested  that  a 
statement.be  added  to  proposed 
§  895.21(ej(l)  to  require  die 
Commissioner  to  consult  widi  die 
classification  panel  if  additional 
information  was  obtained  after  the 
original  consultation. 

The  agency  disagrees  that  this  should 
be  a  requirement.  Under  section  516(a) 
of  the  act,  there  is  no  mandate  that  die 
Commissioner,  after  initiating  a 
proceeding  to  promulgate  a  regulation  to 
ban  a  device,  consult  with  the  panel. 
Congress  considered  it  important  that 
the  process  of  imposing  a  ban  be  an 
expeditious  one.  The  banned  device 
provisions  are  designed  to  allow  the 
Commissioner  to  move  quickly  against 
potentially  hazardous  or  deceptive 
devices.  No  device  manufacturer  should 
be  concerned  that  the  banning  of  a 
device  will  be  treated  lighdy  by  the 
Commissioner.  Neither  basic  principles 
of  administrative  law  nor  these 
regulations  would  permit  such 
treatment.  If  the  Commissioner  believes 
that  further  consultation  with  a  panel  is 
appropriate,  as  suggested* in  paragraph 
10  of  this  preamble,  such  consultation  is 
not  barred.  The  Commissioner  will 
decide  whether  the  additional 
information  is  of  such  a  nature  that  it 
would  warrant  review  and  consultation 
with  the  panel.  There  is  no  justifiable 
reason,  hawever,  to  require  this 


procedural  step  only  because  additional 
information  has  become  available. 

18.  One  comment  on  proposed 

S  885.21(f)  argued  that  Ae  effective  date 
of  a  banning  provision  should  not  be  the 
date  of  publication  of  the  final 
regulation  but  should  be  30  days 
thereafter. 

The  agency  disagrees  with  the 
comment  The  protection  of  the  public 
health  requires  the  imposition  of  an 
effective  date  immediately  upon 
publication  in  all  situations  in  which 
there  is  imreasonable  and  substantial 
risk  of  illness  or  injiuy.  In  cases  of 
substantial  deception,  the  Commissioner 
may,  as  a  matter  of  discretion,  decide  to 
delay  the  effective  date,  but  no 
requirmnent  to  do  so.is  included  in  the 
final  rule. 

19.  One  comment  suggested  that  if  a 
banned  device  is  already  on  the  market, 
a  manufacturer  should  be  given  2  weeks 
after  the  final  order  is  effective  to 
remove  the  device  from  channels  of 
distribution. 

The  agency  disagrees  with  the 
comment  A  decision  to  grant  a  delay 
may  be  made  if  granting  a  delay  is 
feasible  and  in  acctxd  with  public 
health  considerations.  A  decision  to 
delay  the  effective  date  will  indude 
consideration  of  the  nature  of  the 
device,  the  quantity  of  the  device  in 
commercial  distribution,  and  the  risk  to 
the  public  health  of  allowing  it  to  remain 
on  the  market  beyond  the  effective  date 
of  the  regulation. 

Submission  of  Data  and  Information 

20.  One  comment  suggested  that 
before  requesting  data  and  information 
under  proposed  8  885.22.  the 
Commissioner  should  make  a 
preliminary  finding  that  the  statutory 
basis  for  banning  a  device  has  been  met 

There  is  no  requirement  in  the  statute 
for  such  a  preliminary  finding. 

Moreover,  it  may  not  be  feasible  to 
make  such  a  finding  before  the 
submission  of  data  and  information 
because  the  reason  why  the 
Commissioner  is  requesting  data  and 
information  is  that  field  reports,  letters 
from  consumers,  or  other  sources  may 
not  be  suffident  to  warrant  "preliminary 
findings”  but  may  be  suffident  to 
warrant  a  request  for  data  and  • 
information. 

21.  Many  comments  were  concerned 
with  the  scope  of  proposed  §  895.22, 
which  allows  the  Commissioner  to 
obtain  all  available  data  and 
information  relevant  to  a  proposal  to 
ban  a  device.  Some  comments  suggested 
that  proposed  8  895.22(a)  exceeded  the 
authority  granted  by  section  616  of  the 
act  by  contravening  the  requirements  of 
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particularity  set  forth  in  section  519  of 
the  act,  dealing  with  records  and 
reports.  Five  comments  argued  that 
determining  whether  a  device  is 
“otherwise  misbranded  or  adulterated” 
without  applying  the  criteria  established 
in  section  516  is  not  relevant  to  the 
decision  to  ban  a  device,  and  that  a 
device  may  be  adulterated  or 
misbranded  without  presenting  a 
substantial  deception  or  an 
unreasonable  and  substantial  risk  of 
illness  or  injury.  Consequently, 
according  to  the  comments,  the 
manufacturer  of  an  “otherwise 
misbranded  or  adulterated”  device 
should  not  be  required  to  submit  data 
and  information  unless  all  the 
requirements  of  proposed  S  895.21  are 
met.  The  comments  contended  that  data 
requests  beyond  what  are  contemplated 
in  section  516  of  the  act  should  be  made 
in  accordance  ivith  the  requirements  of 
section  519.  One  comment  suggested 
that  all  requests  for  information  should 
be  in  writing  specifying  precisely  the 
information  needed  and  the  purpose  for 
which  it  is  to  be  used  (essentially  a 
section  519  requirement).  The  conunent 
urged  that  the  agency  demand 
information  only  to  ^  gaps  in 
information  after  considering  data 
already  on  hand.  The  comment  further 
argued  that  proposed  §  895.22  should 
require  only  the  data  and  information 
necessary  to  enable  the  Commissioner 
to  make  the  determinations  required  by 
section  516  of  the  act  and  that  the 
additional  necessary  data  or 
information  be  identified  to  the  fullest 
extent  practicable  under  the  then- 
prevailing  circumstances. 

The  agency  is  aware  of  the 
requirements  of  section  519  of  the  act, 
but  has  determined  that  section  516 
supplements  section  519  for  the  purpose 
of  banning  a  device.  Congress 
recognized  die  importance  of  swift 
action  in  banning  devices  and  gave  the 
Commissioner  a  great  deal  of  flexibility 
in  obtaining  necessary  information. 
Section  895.22(b)  states  that  any  such 
request  will  be  in  writing,  that  ^e 
purpose  of  the  request  will  be  given,  and 
that  the  identification  of  the  required 
information  will  be  given  whenever 
possible.  Hie  Commissioner  will  make 
every  efiort  to  identify  with  particularity 
the  information  sought  and  will  attempt 
to  narrow  the  scope  of  the  inquiry  in 
such  a  manner  as  to  obtain  all  relevant 
available  data  and  information  (i.e.,  the 
information  the  Commissioner  is 
required  by  statute  to  consider)  while 
not  unduly  burdening  the  person  who 
may  have  the  information. 

The  agency  agrees  that  proposed 
§  895.22  should  be  revised  to  indicate 


that  the  decision  to  ban  a  device  will  be 
based  on  section  516  criteria.  However, 
the  data  and  information  that  the 
Commissioner  may  require  in  making  a 
decision  may  relate  to  adulteration  and 
misbranding.  In  response  to  a  comment 
suggesting  Aat  the  agency  not  limit  its 
consideration  to  data  required  to  be 
submitted,  the  agency  advises  that  any 
information  a  person  may  have  relevant 
to  the  inquiry  may  be  submitted  and  will 
be  reviewed  even  if  it  is  not  requested. 
Proposed  §  895.22(a)  'is  been  revised  to 
clarify  both  of  these  points.  In  view  of 
the  critical  public  health  issues  that  may 
be  involved,  the  agency  is  not 
foreclosing  in  advance  consideration  of 
any  type  of  information  that  may  be 
elicited  to  determine  whether  to  make  a 
device  a  banned  device. 

22.  Three  comments  expressed 
concern  over  the  confidentiality  of 
submitted  information  in  that  trade 
secrets,  marketing  information,  and 
internal  audits  may  be  made  available 
under  the  Freedom  of  Information'Act 
and  that,  as  a  result,  submitters  will  be 
less  than  candid  in  what  they  submit. 

As  noted  in  response  to  a  previous 
comment,  there  is  no  basis  for  the 
argument  that  confidential  information 
will  not  be  properly  protected  and  will 
be  made  public.  The  Federal  Food,  Drug, 
and  Cosmetic  Act  (sec.  301(j)  (21  U.S.C. 
331]’)),  the  Freedom  of  Information  Act 
and  the  FDA  public  information 
regulations  all  preclude  the  release  of 
trade  secret  or  confidential  commercial 
information.  Therefore,  there  is  no  need 
for  separate  provisions  in  these 
regulations  (see  also  paragraphs  8  and 
12  of  this  preamble). 

23.  Several  comments  suggested  that  if 
a  manufacturer  cannot  submit  the 
requested  data  in  30  days  as  required 
imder  proposed  $  895.22(c),  an 
additional  30  to  90  days  should  be 
provided  because  30  days  is  often 
insufficient  time  to  organize  and  prepare 
the  required  information  and  data. 

The  agency  disagrees  with  the 
comment.  In  most  instances,  the 
information  will  be  in  existence  and 
readily  available.  The  30-day  period  is 
not  a  period  to  conduct  initial  or 
additional  studies  or  analyses  to  support 
safety  and  effectiveness  claims.  Banning 
is  designed  to  be  an  expeditious 
process,  especially  in  instances 
involving  risk  of  illness  or  injury,  or 
unreasonable,  direct,  and  substantial 
danger  to  health. 

24.  Four  comments  ai^ed  that  failure 
to  submit  information,  submission  of 
insufficient  information,  or  failure  to 
submit  within  a  prescribed  time  period 
under  proposed  $  895.22(e)  should  not 
alone  allow  the  Commissioner  to  initiate 


a  proceeding  to  ban  a  device.  Another 
comment  on  proposed  §  895.22(e)  argued 
that  failure  to  submit  required  data 
within  a  prescribed  period  of  time 
should  not  be  used  as  an  exclusive 
reason  for  banning  a  product.  The 
comment  pointed  out  that  some  data 
may  not  be  available  at  all,  some  may 
be  available  in  a  form  not  easily 
obtainable  or  transferable,  and  some 
may  be  available  only  fi'om  a  foreign 
country  in  the  case  of  importers,  and 
that  other  mitigating  circumstances 
(vacations,  factory  shutdowns,  strikes, 
litigation,  and  acts  of  God)  may  prevent 
a  timely  submission  of  the  data.  The 
comment  further  argued  that  the 
Commissioner  shoidd  independently 
determine  whether  a  device  presents  a 
deception  or  risk  and  rely  on  failure  to 
receive  requested  data  only  as  part  of 
the  basis  for  a  ban.  The  comment 
contended  that  proposed  §  895.22(e) 
shifts  the  bimden  of  proof  from  the 
Commissioner  to  the  manufacturer,  and 
that  FDA  should  be  required  to  give  the 
manufacturer  or  other  submitters  of 
information  notice  of  the  agency’s 
intended  next  steps.  According  to  the 
comment,  there  may  be  situations  in 
which  the  insufficiencies  could  be 
corrected:  for  example,  a  manufacturer 
could  have  materials  on  file  that  would 
be  relevant  in  overcoming  FDA’s 
determination  of  insufficiency  but  were 
not  submitted  to  the  agency  in  response 
to  a  request  because  the  manufacturer 
did  not  understand  their  importance  at 
the  time  the  information  was  submitted. 
In  addition,  two  conunents  suggested 
that  the  affected  persons  should  be  so 
notified  in  writing  if  their  Submission  is 
insufficient,  specifying  what  is  required 
and  giving  them  time  to  comply. 

The  agency  agrees  that  proposed 
§  895.22(e)  needs  clarification. 
Insufficiency  of  submitted  information 
or  the  failure  to  submit  will  not  be  the 
exclusive  basis  for  a  decision  to  initiate 
a  proceeding  to  ban  a  device.  The 
agency  is  obligated  to  sustain  the 
burden  of  proof  and  to  provide 
substantial  evidence  to  sustain  that 
burden.  The  agency  will  consider 
insufficient  data  or  failure  to  submit 
data  in  making  any  decision.  The  agency 
does  not  agree  that  additional  time 
should  be  permitted  to  submit 
supplemental  data  if  the  first  submission 
is  inadequate.  Affected  persons  may 
^submit  “all  available  data  and 
information”  regarding  safety  and 
effectiveness,  labeling,  etc.,  of  the 
device.  If  the  data  submitted  are  not 
sufficient  and  the  Commissioner  has 
information  that  the  device  meets  the 
statutory  criteria  for  banning,  a  banning 
proceeding  will  be  initiated.  Upon 
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publication  of  a  notice  to  ban,  all 
interested  persons  are  afforded  further 
opportunity  to  submit  written  comments 
and  to  request  a  hearing  to  present 
evidence  for  consideration  by  the  FDA 
before  issuing  a  final  order  banning  the 
device. 

Labeling 

25.  Two  comments  noted  that 
proposed  §  895.25(a)  refers  to 
"unreasonable  or  substantial"  risk, 
while  the  statute  requires  the  finding  of 
"unreasonable  and  substantial"  risk. 

The  Commissioner  agrees  and  has 
revised  the  wording  of  the  phrase  to 
read  "unreasonable  and  substantial." 

26.  One  comment  on  proposed 

§  895.25(a)  pointed  out  that  thfs  section 
refers  to  the  elimination  or  correction  of 
"the  unreasonable,  direct,  and 
substantial  danger  to  the  health  of 
individuals"  by  labeling  or  labeling 
^  changes  as  part  of  the  basis  on  which 
'  the  agency  may  make  a  banning 
regulation  effective  on  publication. 
However,  the  comment  noted,  there  is 
nothing  in  the  statute  to  require  a 
labeling  change  to  eliminate  the  type  of 
danger  couched  in  the  terms  of  the 
quoted  phrase.  The  comment  asserted 
that  the  quoted  phrase  should  be  deleted 
from  {895.25. 

The  agency  disagrees  with  the 
comment  Section  516(a)  of  the  act 
allows  a  device  to  be  relabeled  to  < 
correct  any  deception  or  risk  of  illness 
or  injury  associated  with  its  use.  The 
unreasonable,  direct  and  substantial 
(danger  to  the  health  of  iqdividuals 
referred  to  in  section  516(b)  of  the  act  is 
caused  by  the  deception  or  risk  of 
illness  or  injury  associated  with  the  use 
of  the  device  referred  to  in  section 
516(a).  Although  the  provision  to  allow 
the  relabeling  of  a  device  that  presents  a 
deception  or  risk  of  illness  or  injiuy  is 
not  repeated  in  section  516(b).  the 
relabeling  provision  still  appUes.  Section 
516(b)  is  a  special  case  under  section 
516(a).  requiring  expedited  proceeding  ' 
due  to  the  additional  hazard  to  health.  It 
was  not  the  intent  of  Congress  to  ban  a 
device  if  such  a  condition  could  be 
corrected  or  eliminated  by  change  in 
labeling.  In  this  respect.  {  895.25(a) 
remains  unchanged. 

27.  Several  comments  objected  to  the 
corrective  labeling  requirements  in 
proposed  {  895.25(b).  on  the  ground  that 
there  is  no  statutory  authority  or 
legislative  history  to  support  such 
requirements.  The  comments  maintained 
that  once  the  relableing  is  accomplished, 
the  deception  or  risk  is  removed  and 
any  further  necessary  notification  could 
be  acdomplished  under  section  518  of 
the  act  In  addition,  the  recall 


procedures  set  forth  in  {  7.40  (21  CFR 
7.40)  could  be  used  for  devices  on  the 
market  that  still  has  uncorrected 
labeling.  Another  comment  argued  that 
a  person  required  to  declare  the 
previous  labeling  to  be  deceptive  may 
be  subject  to  private  actions  for 
damages  and  product  liabiUty,  from  a 
declaration  that  prior  labeling  was 
improper,  an  intent  to  deceive  could  be 
inferred,  and  under  the  law  intent  is  not 
a  prerequisite  to  initiating  a  relabeling 
procedme.  Another  comment  indicated 
that  the  corrective  labeling  section 
should  be  deleted,  and,  if  it  is  not  that 
the  manufacturer  should  be  allowed  to 
include  in  the  labeling  a  statement 
reserving  the  legal  ri^t  to  contest  any 
findings  relating  to  deception  or  risk  of 
illness  or  injury. 

The  agency  believes  that  corrective 
labeling  is  authorized  by  the  statute  and 
that  the  legislative  history  does  not.  as 
claimed,  prohibit  a  corrective  labeling 
procedure.  Section  516  of  the  act  directs 
the  Commissioner  to  specify  the  labeling 
or  labeling  change  to  correct  the 
deception  or  eliminate  or  reduce  the  risk 
of  illness  or  injury.  Accordingly,  the 
labeling  specified  may  be  coirective  or 
remedial  in  nature  when  necessary  to 
accomplish  the  statutory  purpose — 
correction  of  substantial  deception  or 
elimination  or  reduction  of  unreasonable 
and  substantial  risk.  For  example,  when 
a  device  has  long  been  on  the  market, 
users  may  no  longer  pay  close  attention 
to  the  lal^ling  and  fail  to  notice 
additions,  deletions,  or  other  changes  in 
labeling.  In  instances  involving  risk  of 
illness  or  injury  or  danger  to  health,  a 
separate  statement,  warning,  or  notice 
in  a  specified  format  indentifying  the 
risk  may  be  necessary  to  fully  alert  all 
users.  Congress  did  not  intend  to 
preclude  a  requirement  for  corrective 
statements  when  they  are  found  to  be 
necessary  to  avoid  a  ban.  The  extent  to 
which  the  corrective  labeling  is  used 
will  depend  on  the  nature  and  extent  of 
the  deception  or  risk  caused  by  the 
previous  labeling. 

The  notification  process  provided  in 
section  518  of  the  act  may  be  used  by 
FDA  to  eliminate  unreasonable  risk  of 
substantial  harm  only  when  "no  more 
practicable  means  is  available"  under 
the  act.  In  many  instances,  corrective 
labeling  established  under  this 
regulation  may  be  the  more  practicable 
means  to  protect  the  public  and, 
therefore,  section  518  would  not  apply. 
Also,  section  518  does  not  apply  in 
situations  involving  deception  where 
there  is  no  risk  of  ^rm.  The  corrective 
labeling  procedures  set  forth  in  the  final 
rule  would  be  the  appropriate  regulatory 
action  in  such  circumstances.  In 


addition  to  the  corrective  labeling 
provided  in  this  regulation,  FDA  may,  in 
appropriate  circumstances,  use  the 
procedures  provided  in  section  518  or 
the  recall  procedures  set  forth  in  |  7.40, 
or  both.  Because  a  recall  under  {  7.40  is 
not  mandatory,  however,  the  corrective 
labeling  section  of  the  final  rule  will  be 
used  when  conditions  warrant  such 
action. 

The  agency  believes  that  intent  to 
deceive  is  not  a  prerequisite  to  initiating 
the  banning  process  or  to  requiring 
corrective  labeling.  The  impression  the 
corrective  action  leaves  on  the  public 
cannot  be  predetermined,  nor  can  the 
possibility  of  private  lawsuits  be 
eliminated. 

The  agency  does  not  believe  that 
labeling  that  includes  a  statement 
reserving  legal  rights  to  contest  the 
findings  is  proper  because  it  may 
confuse  the  message  of  the  corrective 
labeling  and  thereby  defeat  its  purpose. 
Individuals  may  contest  the  required 
labeling  at  any  hearing  provided  by 
§  895.21(d)  or  {  895.30(c),  or  may  refuse 
to  relabel.  If  the  device  is  then  banned 
under  section  516  of  the  act  the  action 
could  be  appealed,  because  banning 
imder  section  516  is  subject  to  judicial 
review  under  section  517  of  the  act  (21 
U.S.C.  360g). 

The  agency  believes  that  the 
description  of  the  required  statement  in 
proposed  {  895.25(b)  may  be  too  specific 
and  therefore  may  not  be  flexible 
enough.  In  addition,  proposed 
{  895.25(b)  does  not  state  that  such  a 
statement  would  be  required  only  for  a 
specified  period  of  time  or  list  the  basis 
upon  which  the  period  of  time  would  be 
determined.  Therefore.  {  895.25(b)  has 
been  revised  to  provide  that  the 
Commissioner  may  require  in  the 
labeling  for  a  device,  and,  if  the  device 
is  a  restricted  device,  in  advertising,  a 
statement  notice,  or  warning, 
prescribed  in  a  manner  and  form 
identifying  the  deception,  risks,  or 
danger  to  health  associated  with  the 
device  as  previously  labeled.  The 
warning  may  be  required  for  a  specified 
period  of  time,  depending  on  the  degree 
of  deception  or  risk.  The  frequency  of 
sale  of  the  device,  the  length  of  time  the 
device  has  been  on  the  market  tire 
intended  uses  of  the  device,  the  method 
of  its  use.  and  other  factors  tiiat  the 
Commissioner  considers  pertinent  will 
be  considered  in  determining  the  type 
and  duration  of  labeling  required.  For 
clarification.  FDA  has  replaced  the 
phrase  "risk  or  danger"  in  proposed 
{  895JS5(b)  with  the  phrase  "risk  of 
illness  or  injury  or  danger  to  health." 

28.  Several  conunents  stated  that  with 
respect  to  proposed  {  895.25(c),  the 
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Commissioner  is  not  authorized  under 
section  516  of  the  act  to  prohibit  devices 
from  being  introduced  into  interstate 
commerce  untif  required  labeling, 
change  in  labeling,  or  change  in 
advertising  has  been  made.  The 
comments  claimed  such  a  prohibition 
would  amount  to  baiming  the  device 
without  observing  the  procedural 
requirements  for  banning  set  forth  in 
other  sections  of  the  proposed  regulation 
and  in  the  act  itself. 

The  agency  agrees  that  the 
Commissioner  is  not  authorized  by  the 
statute  to  prohibit  introduction  of 
devices  into  interstate  commerce  until  a 
labeling  or  advertising  change  has  been 
made.  However,  the  Commissioner  may 
request  that  no  additional  devices  be 
introduced  into  commerce  until  such 
changes  have  been  made.  If  devices  are 
introduced  into  commerce  before  such 
voluntary  action  is  taken,  the 
Commissioner  may  take  action  under 
other  sections  of  the  act,  i.e.,  seizure  for 
adulteration  or  misbranding  and 
administrative  detention.  Section 
895.25(c)  has  been  changed  accordingly. 

29.  Several  comments  relating  to 
proposed  §  895.25(d)  suggested  that 
failure  to  accomplish  required  labeling 
changes  should  not  be  used  in  itself  as  a 
basis  for  initiating  a  proceeding  to  ban  a 
device  or  for  activating  the  special 
effective  date  provision  of  proposed 
S  895.30.  The  comments  argued  that  the 
word  “failure”  should  be  changed  to 
“refusal.”  One  comment  suggested,  that 
the  proposal  be  changed  to  provide  that 
before  requesting  a  change  in  labeling 
the  Commissioner  must  make  a  separate 
finding  of  substantial  deception  or 
unreasonable  and  substantial  risk  of 
illness  or  injury  as  required  under 
section  516  of  the  acL 

The  agency  advises  that  such  a 
separate  finding  will  be  made  before 
requesting  any  change  in  labeling. 

Section  895.25(a)  is  very  specific  in  this 
regard.  Section  895.25(b)  provides 
additional  information  regarding  what 
may  be  required  in  the  referenced 
labeling  change,  and  8  895.25(c) 
provides  information  regarding  the  time 
period  within  which  the  change  in 
labeling  must  be  accomplished. 

Proposed  8  895.25(d),  which  is 
questioned  by  the  comments,  then  states 
that  the  failure  to  accomplish  the 
required  change  in  labeling  in 
accordance  with  “this  section”  (meaning 
8  895.25  (a),  (b).  and  (c))  may  serve  as  a 
basis  for  initiating  a  proceeding  to  make 
a  device  a  banned  device  in  accordance 
with  8  895.21(d)  or  to  establish  a  special 
effective  date  in  accordance  with 
8  895.30. 
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Both  section  516  of  the  act  and  the 
Report  by  the  Committee  on  Interstate 
and  Foreign  Commerce  (p.  19) 
specifically  state  that  if  the  required 
change  in  labeling  is  not  accomplished 
within  the  specified  time  period,  the 
Commissioner  may  initiate  a  proceeding 
to  ban  the  device  whether  the  failure  to 
change  labeling  occurs  because  of 
inaction  or  refusal  on  the  part  of  the 
responsible  party.  Consequently,  no 
clarification  is  needed  in  proposed 
8  895.25(d). 

Special  Effective  Date 

30.  One  comment  argued  that  either 
the  banning  process  should  not  be 
expedited  as  provided  in  proposed 

8  895.30,  or  the  manufacturer, 
distributor,  or  importer  should  be 
warned  at  least  10  days  before 
publication  that  the  special  effective 
date  will  be  imposed. 

The  agency  disagrees  with  both 
suggestions.  Section  516(b)  of  the  act 
authorizes  the  special  effective  date, 
and,  in  section  516(b)(2),  provides  only 
that  before  the  date  of  the  publication  of 
the  regulation,  the  Commissioner  notify 
the  device  manufacturer  that  the 
regulation  is  to  be  made  effective  upon 
publication.  Notice  and  an  opportunity 
for  hearing  under  section  516  of  the  act 
provide  adequate  procedural  safeguards 
to  the  manufacturer. 

31.  One  comment  suggested  that  the 
manufacturer  must  be  notified  before 
the  special  effective  date  of  a  banning 
provision.  The  comment  pointed  out  that 
as  proposed  8  895.30(a)  is  phrased,  the 
Commissioner  has  the  option  of 
notifying  any  one  of  four  concerned  - 
individuals. 

The  agency  agrees  with  the  comment. 
Section  516(b)  of  the  act  requires 
notification  of  the  manufacturer. 
However,  in  instances  where  the  device 
is  not  manufactured  domestically,  tl^ 
Commissioner  would  notify  the  importer 
of  record  and  attempt  to  notify  the 
foreign  manufacturer  when  the  name 
and  address  of  the  foreign  manufacturer 
are  readily  available.  The  Commissioner 
may  also  notify  the  distributor  or  odier 
responsible  persons.  Accordingly, 

8  895.30(a)  has  been  clarified  to  reflect 
the  statutory  mandate  and  the  concerns 
of  the  comment. 

32.  One  comment  argued  that  the 
special  effective  date  should  be  imposed 
only  if  the  danger  is  imminent,  not 
merely  if  there  is  a  possibility  of  long¬ 
term  risk. 

The  Commissioner  disagrees  with  this 
comment  The  Report  by  die  Committee 
on  Interstate  and  Foreign  Commerce  (p. 
20)  states,  under  the  discussion  of  the 
special  effective  date,  that  such  danger 
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need  not  be  imminent  and  may  involve  a 
serious  long-term  risk,  and  that  what  is 
relevant  is  the  degree  of  danger,  not 
whether  injury  is  likely  to  occur 
immediately.  Therefore,  no  substantive 
changed  in  proposed  8  895.30(c)  has 
been  made. 

33.  One  comment  suggested  that  in 
proposed  8  895.30(c).  the  notice  of 
hearing  be  referenced  in  proposed 

8  895.30(e)  and  that  proposed  8  895.30(a) 
be  amended  to  allow  for  an  opportunity 
for  hearing,  not  merely  the  opportunity 
to  request  a  hearing. 

The  agency  agrees  with  this  comment 
and  has  made  the  appropriate  changes 
in  8  895.30  (c)  and  (e).  The  notice 
referenced  in  proposed  8  895.30(e)  is  in 
paragraph  (c)  and  not  in  paragraph  (b) 
as  proposed,  and  8  895.30(e)  has  been 
changed  accordingly. 

34.  One  comment  suggested  that  .the 
language  in  proposed  8  895.30(d)  would 
more  adequately  reflect  the  requirement 
in  section  516(b)  of  the  act  if  the 
Commissioner  were  required  to  affirm, 
modify,  or  revoke  the  proposed 
regulation  as  expeditiously  as  possible 
after  the  hearing,  if  any,  and  after 
considering  all  comments  and  data. 

Hie  agency  agrees  with  this  comment 
and  has  revised  8  895.30(d)  accordingly. 

35.  One  comment  stated  that  under 
proposed  8  895.30(d),  publication  merely 
of  a  device’s  description  would  likely 
prejudice  similar  devices  not  subject  to 
the  ban. 

The  agency  disagrees  for  the  same 
reasons  given  in  paragraph  16  of  this 
preamble,  regarding  a  similar  comment 
on  proposed  8  895.21(e).  Accordingly, 
the  agency  has  made  the  same 
clarifications  in  proposed  8  895.30(d)  as 
in  proposed  8  895.21(e)(1)  concerning  the 
published  listing  of  a  banned  device  or 
its  description. 

36.  Two  comments  stated  that 
proposed  8  895.30(d)  and  (e)  should 
provide  for  consultation  wiA  the 
appropriate  classification  panel  before 
making  a  final  decision  on  the  special 
effective  date.  One  comment  argued  that 
the  Commissioner  should  not  be  allowed 
to  base  the  decision,  either  on  or  after 
publication  of  the  proposal,  on  new 
inforpiation  or  reconsideration  of 
existing  information  without  consulting 
the  panel  and,  in  addition,  without  the 
other  safequards  set  forth  in  the 
proposed  procedures. 

liie  agency  disagrees  with  the 
comment  Hiere  is  no  statutory 
requirement  that  panels  be  consulted 
under  the  circumstances  addressed  in 
either  proposed  8  895.30(d)  or  (e). 
However,  the  Commissioner  may  . 
consult  with  a  panel  if  it  is  desirable  to 
do  so  (see  paragraph  8  of  this  preamble). 
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Action  based  in  new  information, 
however,  should  follow  a  positive 
finding  regarding  the  unreasonaUe  or 
direct  or  substantial  danger  involved 
with  the  device. 

37.  One  comment  suggested  that 
merely  referencing  section  518  of  the  act 
(21  U.S.C.  3Wh)  in  proposed  S  895.30(f) 
does  not  provided  the  agency  with 
sufficient  authority  to  invoke  these 
provisions  when  it  considers  banning  a 
device.  The  comment  argued  that 
section  518  requires  separate  hearings 
and  different  ^dings  and  should 
therefore  be  deleted  from  proposed 

S  895.30(f). 

The  agency  disagrees  with  the 
comment  There  is  no  implication  in 
proposed  §  895.30(f)  that  if  section  518 
of  the  act  were  employed  as  a 
supplement  to  section  516,  all  the 
safeguards  and  requirements  of  section 
510  would  not  be  rigorously  adhered  to. 
As  a  matter  of  practicality,  if  a  device 
has  been  banned,  the  section  518  criteria 
would  likely  also  be  met  regarding  such 
elements  as  design  and  manuafacture 
relative  to  the  state  of  the  art,  and 
regarding  the  question  of  risk  caused  by 
user  error  rather  than  by  the 
manufactiuvr,  importer,  distributor,  or 
retailer  of  the  de^ce.  llierefore,  the 
agency  has  not  deleted  the  reference  to 
section  518  or  further  elaborated  upon 
section  518  in  the  final  regulations. 

38.  One  comment  argued  that  the  only 
types  of  device  that  should  be  subject  to 
section  516  of  the  act  are  those 
manufactured  after  the  effective  date  of 
publication. 

The  agency  disagrees  because,  to 
protect  die  public  health,  it  is  imperative 
that  deceptive  devices  or  devices 
presenting  a  risk  of  illness  or  injury  that 
have  already  entered  commerce  be 
subject  to  regulatory  action.  The  agency 
is  aware  of  situations  where  data  and 
information  about  device  problems  that 
would  warrant  taking  the  device  off  the 
market  have  been  developed  years  after 
a  device  is  first  marketed. 

39.  One  comment  objected  to  allowing 
these  proposed  regulations  to  be  used  as 
interim  guidelines  before  finalization. 

During  the  pendency  of  this 
rulemaking.  n}A  did  not  initiate  any 
proceedings  to  ban  a  device.  Thus,  upon 
the  effective  date  of  this  regulation,  the 
issue  raised  in  the  comment  will  be 
moot.  Two  additional  points,  however, 
must  be  made.  Because  section  516  of 
the  act  is  self-executing,  FDA  could 
have  initiated  a  proceeding  to  ban  a 
device  even  if  the  procedures  set  forth  in 
this  regulation  were  not  in  place. 
Therefore,  it  is  immaterial  whether  the 
procediu^s  are  guidelines  or  regulations. 
More  importantly,  however,  the  FDA 
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regulations  relating  to  guidelines  (21 
era  10.90)  authorize  the  procedure 
followed  here.  The  agency  advises  that 
the  use  and  effect  of  FDA  guidelines, 
and  their  relationship  to  FDA  advisory 
opinions  (see  21 CFR  10.85),  were 
explained  in  detail  in  the  preamble  to 
the  proposed  FDA  administrative 
practices  and  procedures  regulations, 
published  in  the  F^eral  Renter  of 
September  3, 1975  (40  FR  40682). 

Therefore,  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  (secs.  502(r), 

516,  518,  519,  701(a),  52  Stat  1055,  90 
Stat  560,  562-65,  577-578  (21  U.S.C. 
352(r),  360f.  360h,  360i,  371))  and  under 
authority  delegated  to  the  Commissioner 
(21  era  5.1),  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  is  amended 
by  adding  new  Part  895  to  read  as 
follows: 

PART  895— BANNED  DEVICES 
Subpart  A— General  Provisions 
Sec 

895.1  Scope. 

895.20  Graeral 

895.21  Procedures  for  banning  a  device. 

895.22  Submission  of  data  and  information 
by  the  manufacturer,  distributor,  or 
importer. 

895.25  Labeling. 

895.30  Special  effective  date. 

Subpart  B— Listing  of  Banned  Devices 
[Reserved] 

Authority.!— ^ecs.  502(r],  516, 518, 519, 
701(a).  52  Stat  1055, 90  Stat  560,  562-565, 
577-576  (21  U.S.C  352(r).  360f.  360h,  360i,  371). 

Subpart  A— General  Provislona 
S  895.1  Scope. 

(a)  This  part  describes  the  procedures 
by  which  the  Commissioner  may 
institute  proceedings  to  make  a  device 
intended  for  human  use  that  presents 
substantial  deception  or  an 
unreasonable  and  substantial  risk  of 
illness  or  injury  a  banned  device. 

(b)  This  part  applies  to  any  “device”, 
as  defined  in  section  201(h)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(act)  that  is  intended  for  human  use. 

(c)  A  device  that  is  made  a  banned 
device  in  accordance  with  this  part  is 
adulterated  under  section  501(g)  of  the 
act.  A  restricted  device  that  is  banned 
may  also  be  misbranded  under  section 
502(q)  of  the  act 

(d)  Although  this  part  does  not  cover 
devices  intended  for  animal  use,  the 
mamifacturer,  distributor,  importer,  or 
any  other  person(s)  responsible  for  the 
labeling  of  the  device  that  is  banned 
cannot  avoid  the  ban  by  relabeling  the 
device  for  veterinary  use.  A  device  that 
has  been  banned  from  human  use  but 
that  also  has  a  valid  veterinary  use  may 


be  mariceted  for  use  as  a  vetminary 
device  only  under  the  following 
coodittons:  The  device  riiaU  comply 
with  all  requirements  applicable  to 
veterinary  devices  under  the  Federal 
Food,  Drug,  and  Cosmetic  Act  and  this 
chapter,  and  the  label  or  the  device  shall 
bear  the  following  statement:  “For 
Veterinary  Use  CMy.  Caution:  Federal 
law  prohibits  die  distribution  of  this 
device  for  human  use.”  A  device  so 
labeled,  however,  that  is  determined  by 
the  Food  and  Drug  Administration  to  be 
intended  for  human  use,  will  be 
considered  to  be  a  banned  device.  In 
determining  whether  such  a  device  is 
intended  for  human  use,  the  Food  and 
Drug  Administration  wiU  consider, 
among  other  things,  the  ultimate 
destination  of  the  device. 

§895.20  QeneraL 

The  Commissioner  may  initiate  a 
proceeding  to  make  a  device  a  banned 
device  whenever  the  Commissioner 
finds,  on  the  basis  of  all  available  data 
and  information,  and  after  consultation 
with  the  appropriate  device  panel,  that 
the  device  presents  substantial 
deception  or  an  unreasonable  and 
substantial  risk  of  illness  or  injury  that 
the  Commissioner  determines  cannot  be, 
or  has  not  been,  corrected  or  eliminated 
by  labeling  or  by  a  change  in  labeling,  or 
by  a  change  in  advertising  if  the  device 
is  a  restricted  device. 

§  895.21  Proceduree  for  banning  a  devica. 

(a)  Before  initiating  a  proceeding  to 
m^e  a  device  a  banned  device,  the 
Commissioner  shall  find  that  the 
continued  marketing  of  the  device 
presents  a  substantial  deception  or  an 
unreasonable  and  substantial  risk  of 
illness  or  injury. 

(1)  In  determining  whether  the 
deception  or  risk  of  filness  or  injury  is 
substantial,  the  Commissioner  will 
consider  whether  the  deception  or  risk 
posed  by  continued  marketing  of  the 
device,  or  continued  marketing  of  the 
device  as  presently  labeled,  is 
important  material,  or  significant  in 
relation  to  the  benefit  to  the  public 
health  from  its  continued  marketing. 

(2)  In  determining  whether  a  device  is 
deceptive,  the  Commissioner  will 
consider  whether  users  of  the  device 
may  be  deceived  or  otherwise  harmed 
by  the  device.  Tlie  Commissioner  is  not 
require^  to  determine  that  there  was  an 
intent  on  the  part  of  the  manufacturer, 
distributor,  importer,  or  any  other 
responsible  personjs)  to  mislead  or 
otherwise  harm  users  of  the  device  or 
that  there  exists  any  actual  proof  of 
deception  of,  or  injury  to,  an  individual. 
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(3)  In  determining  whether  a  device 
presents  deception  or  risk  of  illness  or 
injury,  the  Commissioner  will  consider 
all  available  data  and  information, 
includiilg  data  and  information  that  the 
Commissioner  may  obtain  under  other 
provisions  of  the  act,  data  and 
information  that  may  be  supplied  by  the 
manufacturer,  distributor,  or  importer  of 
the  device  under  §  695^  and  data  and 
information  voluntarily  submitted  by 
any  other  interested  persons. 

(b)  Before  initiating  a  proceeding  to 
make  a  device  a  baimed  device,  the 
Commissioner  will  consult  with  the 
classification  panel  established  under 
section  513  of  the  act  that  has  expertise 
with  respect  to  the  type  of  device  under 
consideration.  The  consultation  with  the 
panel  may  occur  at  a  regular  or  specially 
scheduled  panel  meeting  or  may  be 
accomplished  by  correspondence  or 
telephone  conversation  with  panel 
members.  The  Commissioner  may 
request  that  the  panel  submit  in  writing 
any  advice  on  the  device  under 
consideration.  The  Commissioner  will 
record  in  written  memorandums  any 
oral  communications  with  the  panel  or 
its  members. 

(c)  If  the  Commissioner  determines 
that  any  substantial  deception  or 
unreasonable  and  substantial  risk  of 
illness  or  injury  or  any  unreasonable, 
direct,  and  substantial  danger  to  the 
health  of  individuals  presented  by  a 
device  can  be  corrected  or  eliminated  by 
labeling  or  change  in  labeling,  or  change 
in  advertising  if  the  device  is  a  restricted 
device,  the  Commissioner  will  notify  the 
responsible  persoaof  the  required 
labeling  or  change  in  labeling  or  change 
in  advertising  in  accordance  with 

§  895.25.  If  such  required  relabeling  or 
change  in  advertising  is  not 
accomplished  in  accordance  with 
§  895.25,  the  Commissioner  may  initiate 
a  proceeding  to  ban  the  device  in 
accordance  with  §  895.21(d)  and,  when 
appropriate,  may  establish  a  special 
efiective  date  in  accordance  with 
i  895.30. 

(d)  If  the  Commissioner  decides  to 
initiate  a  proceeding  to  make  a  device  a 
banned  device,  a  notice  of  proposed 
rulemaking  will  be  published  in  the 
Federal  Register  to  this  effect  The 
notice  will  briefly  summarize — 

(1)  The  Commissioner’s  finding  under 
paragraph  (a)  of  this  section  that  the 
device  presents  substantial  deception  or 
an  unreasonable  and  substantial  risk  of 
illness  or  injury,  and,  when  appropriate, 
the  Commissioner’s  determination  under 
§  875.30  that  the  deception  or  risk  of 
illness  or  injury  presents  an 
unreasonable,  direct  and  substantial, 
danger  to  the  health  of  individuals: 


(2)  The  reasons  why  the 
Commissioner  initiated  the  proceeding; 

(3)  ’The  evaluation  of  data  and 
information  obtained  under  other 
provisions  of  the  act  submitted  by  the 
manufacturer,  distributer,  or  importer  of 
the  device,  or  voluntarily  submitted  by 
any  other  interested  persons  under 
paragraph  (a)(3)  of  this  section,  if  anjr, 

(4)  The  considtation  with  the 
classification  panel  under  paragraph  (b) 
of  this  section; 

(5)  The  determination  as  to  whether 
the  deception  or  risk  of  illness  or  injury 
or  the  danger  to  the  health  of  individuals 
could  be  corrected  by  labeling  or  change 
in  labeling,  or  change  in  advertising  if 
the  device  is  a  restricted  device; 

(6)  Tbe  determination  of  whether  the 
required  labeling  or  change  of  labeling, 
or  change  in  advertising  if  the  device  is 
a  restricted  device,  if  any,  has  been 
made  in  accordance  with  paragraph  (c) 
of  this  section; 

(7)  The  determination  as  to  whether, 
and  the  reasons  why,  the  banning 
should  apply  to  devices  already  in 
commeroial  distribution  or  those  already 
sold  to  the  ultimate  user,  or  both;  and 

(8)  Any  other  data  and  information 
that  the  Commissioner  believes  are 
pertinent  to  the  proceeding. 

The  notice  will  afford  all  interested 
persons  an  opportunity  to  submit 
written  comments  and  request  an 
informal  hearing,  as  defined  in  section 
201(y)  of  the  act,  before  the  Food  and 
Drug  Administration  within  30  days 
after  the  date  of  publication  of  the 
proposed  regulation.  If  a  request  for  an 
informal  hearing  is  granted,  the  hearing 
will  be  conductecl  as  a  regulatory 
hearing  under  the  applicable  provisions 
of  Part  16  of  this  chapter.  All 
nonconfidential  information  upon  which 
the  proposed  finding  is  based,  including 
the  recommendations  of  the  panel,  will 
be  available  for  public  review  in  the 
office  of  the  Hearing  Cleric,  Food  and 
Drug  Administration. 

(e)(1)  If,  after  reveiwing  the 
administrative  record  of  the  regulatory 
hearing  before  the  Food  and  Drug 
Administration,  if  any,  die  written 
comments  received  on  die  proposed 
regulation,  and  any  additional  available 
data  and  information,  the  Commissioner 
determines  to  ban  a  device,  a  final 
regulation  to  this  effect  will  be 
published  in  the  Federal  Register.  Hie 
final  regulation  will  amend  Subpart  B  by 
adding  the  name  or  description  of  die 
device,  or  both,  to  the  list  of  banned  ' 
devices. 

(2)  If  die  Commusioner  determines 
not  to  ban  the  device,  a  notice  of 
withdrawal  and  termination  of 


rulemaking  proceedings  and  reasons 
therefor  will  be  published  in  the  Federal 
Register. 

(f)  The  effective  date  of  a  final 
regulation  to  make  a  device  a  banned 
device,  promulgated  under  paragraph  (e) 
of  this  section,  will  be  the  date  of 
publication  of  the  final  regulation  in  the 
Federal  Register  unless  the 
Commissioner,  for  reasons  stated, 
determines  that  the  effective  date 
should  be  later  than  the  date  of  the 
publication  and  specifies  that  date  in  the 
notice.  Each  such  regulation  will  specify 
whether  devices  already  in  commercial 
distribution  or  sold  to  the  ultimate  user 
or  both  are  banned. 

(g)  A  regulation  promulgated  \mder 
paragraph  (e)  of  this  section  is  final 
agency  action,  subject  to  judicial  review 
\mder  section  517  of  the  act. 

(h)  Upon  petition  of  any  interested 
person  submitted  in  accordance  with 

§  10.30  of  this  chapter,  or  as  a  matter  of 
discretion,  the  Conunissioner  may 
institute  proceedings  to  amend  or  revoke 
a  regulation  that  made  a  device  a 
banned  device  if  the  Commissioner  finds 
that  the  conditions  that  constituted  the 
basis  for  the  regulation  banning  the 
device  are  no  longer  applicable.  When 
appropriate,  the  procedures  in  this 
section  will  be  employed  in  such 
proceedings. 

§  895.22  Submission  of  data  and 
information  by  the  manufactursr, 
distributor,  or  importsr. 

(a)  A  manufacturer,  distributor,  or 
importer  of  a  device  may  be  required  to 
submit  to  the  Food  and  Drug 
Administration  all  relevant  and 
available  data  and  information  to 
enable  the  Conunissioner  to  determine 
whether  the  device  presents  substantial 
deception,  unreasonable  and  substantial 
risk  of  illness  or  injury,  or  unreasonable, 
direct,  and  substantial  danger  to  the 
health  of  individuals.  The  data  and 
information  required  by  the 
Commissioner  may  include  scientific  or 
test  data,  reports,  records,  or  other 
information,  including  data  and 
information  on  whether  the  device  is 
safe  and  effective  for  its  intended  use  or 
when  used  as  directed,  whether  the 
device  performs  according  to  the  claims 
made  for  the  device,  and  information  on 
adulteration  or  misbranding.  Any 
relevant  information  that  is  voluntarily 
submitted  will  also  be  reviewed. 

(b)  A  manufacturer,  disti^butor,  or 
importer  of  a  device  required  to  submit 
data  and  information  as  provided  in 
paragraph  (a)  of  this  section  will  be 
notified  in  Kvriting  by  the  Pood  and  Drug 
Administration  that  such  data  and 
information  shall  be  submitted.  The 
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written  notification  will  advise  the 
manufacturer,  distributor,  or  importer  of 
the  device  that  the  piirpose  for  die. 
request  is  to  enable  the  Commissioner  to 
determine  whether  any  of  the  conditions 
listed  in  paragraph  (a)  of  this  section  or 
8  895.30(a)(1)  exists  with  respect  to  the 
device  su^  that  a  proceeding  should  be 
initiated  to  make  the  device  a  banned 
device.  When  the  required  data  and 
information  can  be  identified  by  the 
Food  and  Drug  Administration  at  the 
time  of  the  notification,  the  agency  will 
provide  such  identification  to  the 
manufacturer,  distributor,  or  importer  of 
the  device. 

(c)  The  required  data  and  information 
shall  be  submitted  to  the  Food  and  Drug 
Administration  no  more  than  30  days 
after  the  date  of  receipt  of  the  request, 
unless  the  Commissioner  determines 
that  the  data  and  information  shall  be 
submitted  by  some  other  date  and  so 
informs  the  manufacturer,  distributor,  or 
importer,  in  which  case  the  data  and 
information  shall  be  submitted  on  the 
date  specified  by  the  Commissioner. 

(d)  If  the  data  or  information 
submitted  to  the  Food  and  Drug 
Administration  is  sufficient  to  persuade 
the  Commmissioner  that  the  deception 
or  risk  of  illness  or  injury  or  the  danger 
to  the  health  of  individuals  presented  by 
a  device  could  be  corrected  or 
eliminated  by  labeling  or  change  in 
labeling,  or  change  in  advertising  if  the 
device  is  a  restricted  device,  the 
Commissioner  will  proceed  in 
accordance  with  8  895.25. 

(e)  If  the  data  or  information 
submitted  to  the  Food  and  Drug 
Administration  is  insufficient  to  show 
that  the  device  does  not  present  a 
substantial  deception  or  an 
unreasonable  and  substantial  risk  of 
illness  or  injury,  or  an  unreasonable, 
direct,  and  substantial  danger  to  the 
health  of  individuals,  or  if  the 
manufacturer,  distributor,  or  importer 
fails  to  submit  the  required  information, 
the  Commissioner  may  rely  upon  this 
insufficiency  or  failure  to  submit  the 
required  information  in  considering 
whether  to  initiate  a  proceeding  to  make 
the  device  a  banned  device  under 

8  895.21(d)  and,  when  appropriate,  to 
establish  a  special  effective  date  in 
accordance  with  8  895.30.  The 
Commissioner  may  also  initiate  other 
regulatory  action  as  provided  in  the  act 
or  this  chapter. 

8895.25  Labeling. 

(a)  If  the  Commissioner  determines 
that  the  substantial  deception  or 
unreasonable  and  substantial  risk  of 
illness  or  injury  or  the  unreasonable, 
direct  and  substantial  danger  to  the 


health  of  individuals  presented  by  a 
device  can  be  corrected  or  eliminated  by 
labeling  or  a  change  in  labeling,  or 
change  in  advertising  if  the  device  is  a 
restricted  device,  the  Commissioner  will 
provide  written  notice  to  the 
manufacturer,  distributor,  importer,  or 
any  other  person(s)  responsible  for  the 
labeling  or  advertising  of  the  device 
specifying  (1)  The  deception  or  risk  of 
illness  or  injury  or  the  danger  to  the 
health  of  in^viduals,  (2)  The  labeling  or 
change  in  labeling,  or  change  in 
advertising  if  the  device  is  a  restricted 
device,  necessary  to  correct  the 
deception  or  eliminate  or  reduce  such 
risk  or  danger,  and  (3)  The  period  of 
time  within  which  the  labeling,  change 
in  labeling,  or  change  in  advertising 
must  be  accomplished. 

(b)  In  specifying  the  labeling  or 
change  in  labeling  or  change  in 
advertising  to  correct  the  deception  or  to 
eliminate  or  reduce  the  risk  of  illness  or 
injury  or  the  danger  to  the  health  of 
individuals,  the  Commissioner  may 
require  the  manufacturer,  distributor, 
importer,  or  any  other  person(s) 
responsible  for  the  labeling  or 
advertising  of  the  device  to  include  in 
labeling  for  the  device,  and  in 
advertising  if  the  device  is  a  restricted 
device,  a  statement,  notice,  or  warning. 
Such  statemenL  notice,  or  warning  shall 
be  in  the  manner  and  form  prescribed  by 
the  Commissioner  and  shall  identify  the 
deception  or  risk  of  illness  or  injury  or 
the  unreasonable,  direct,  and  substantial 
danger  to  the  health  of  individuals 
associated  with  the  device  as  previously 
labeled.  Suah  statement,  notice,  or 
warning  shall  be  used  in  the  labeling 
and  advertising  of  the  device  for  a  time 
period  specified  by  the  Commissioner  on 
the  basis  of  the  degree  of  deception,  risk 
of  illness  or  injury,  or  danger  to  health; 
the  frequency  of  sale  of  the  device;  the 
length  of  time  the  device  has  been  on 
the  market;  the  intended  uses  of  the 
device;  the  method  of  its  use;  and  any 
other  factors  that  the  Commissioner 
considers  pertinent. 

(c)  The  Commissioner  will  allow  a 
manufacturer,  distributor,  importer,  or 
any  other  person(s)  responsible  for  the 
labeling  or  advertising  of  the  device  a 
reasonable  time,  considering  the 
deception  or  risk  of  illness  or  injury  or 
the  danger  to  the  health  of  individuals 
presented  by  the  device,  within  which  to' 
accomplish  the  required  labeling,  change 
in  labeling,  and,  if  the  device  is  a 
restricted  device,  any  change  in 
advertising.  The  Commissioner  may; 
however,  request  that  no  additional 
devices  be  introduced  into  commerce 
until  the  labeling  or  change  in  labeling, 
or  change  in  advertising  is  accomplished 


by  the  manufacturer,  distributor, 
importer,  or  other  person(s)  responsible 
for  the  labeling  or  advertising  of  the 
device. 

(d)  If  such  voluntary  action  is  not 
taken,  the  Commissioner  may  take 
action  under  other  sections  of  the  act  to 
prevent  the  introduction  of  the  devices 
into  commerce.  The  Commissioner  may 
consider  the  failure  of  a  manufachuar, 
distributor,  importer,  or  any  other 
person(s)  responsible  for  the  labeling  or 
advertising  of  the  device  to  accomplish 
the  required  labeling  or  change  in 
labeling,  or  change  in  advertising  in 
accordance  with  this  section  as  a  basis 
for  initiating  a  proceeding  to  make  a 
device  a  banned  device  in  accordance 
with  8  895.21(d)  and  when  appropriate 
to  establish  a  special  efiective  date  in 
accordance  wiUi  8  895.30. 

8895.30  special  effective  date. 

(a)  The  Commissioner  may  declare  a 
proposed  regulation  under  8  895.21(d)  to 
be  effective  upon  its  publication  in  the 
Federal  Register  and  until  the  effective 
date  of  any  final  action  taken  respecting 
the  regulation  if  (1)  The  Commissioner 
determines,  on  the  basis  of  all  available 
data  and  information,  that  the  deception 
or  risk  of  illness  or  injury  associated 
with  use  of  the  device  that  is  subject  to 
the  regulation  presents  an  unreasonaUe, 
direct,  and  substantial  danger  to  the 
health  of  individuals,  and  (2)  Before  the 
date  of  the  publication  of  au^ 
regulation,  the  Commissioner  notifiee 
the  domestic  manufacturer  and 
importer,  if  any.  of  the  device  that  the 
relation  is  to  be  made  so  effective.  If 
necessary,  the  Conunissioner  may  also  , 
notify  the  distributor  or  any  other 
responsible  person(s).  In  addition,  the 
Commissioner  will  attempt  to  notify  any 
foreign  manufacturer  when  the  name 
and  address  of  the  foreign  manufacturer 
are  readily  available. 

(b)  This  procedure  may  be  used  when 
the  Commissioner  determines  that  the 
potential  or  actual  injury  involved  is  a 
serious  one  that  the  Commissioner 
believes  will  endanger  the  health  of 
individuals  who  have  been,  or  will  be, 
exposed  to  the  device.  In  assessing  the 
degree  of  danger,  the  Commissioner 
need  not  find  that  the  danger  is 
inunediate,  and  it  shall  be  sufficient  for 
the  Commissioner  to  determine  that  the 
danger  may  involve  a  serious  long-term 
risk. 

(c)  If  the  Commissioner  makes  a 
proposed  regulation  effective  in 
accordance  with  this  section,  the 
Commissioner  will,  as  expeditiously  as 
possible,  give  interested  persons  prompt 
notice  of  this  action  in  the  Fedknal 
Register  and  will  provide  an  opportunity 
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for  an  informal  hearing  in  accordance 
widi  Part  16  of  this  chapter. 

(d)  After  the  hearing,  if  any,  and  after 
considering  any  written  comments 
submitted  on  the  proposal  and  any 
additional  available  information  and 
data,  the  Commissioner  will  as 
expeditiouriy  as  possible  either  affirm, 
mo(hfy,  or  revoke  the  pressed 
regulation  making  the  device  a  banned 
device.  If  the  Commissioner  decides  to 
affirm  or  modify  the  proposed  regulation 
to  make  a  device  a  baniied  device,  the 
Commissioner  will  amend  Subpart  B  by 
adding  die  name  or  description  of  the 
device,  or  bodi,  to  the  list  of  baimed 
devices.  If  the  Commissioner  decides  to 
revoke  a  proposed  regulation  making  a 
device  a  banned  device,  a  notice  of 
termination  of  rulemaking  proceedings 
and  reasons  therefor  will  be  publish^ 
in  the  Federal  Register. 

(e)  The  Commissioner  may  declare  the 
spet^  effective  date  provided  by  this 
section  to  be  in  effect  after  the 
publication  of  a  proposed  regulation 
under  §  885.21(d),  if,  based  on  new 
information,  or  upon  reconsideration  of 
previously  available  information,  the 
Commissioner  makes  the  determination 
and  provides  the  appropriate  notices 
and  an  opportunity  for  a  hearing  in 
accordance  with  paragraphs  (a)  and  (c) 
of  this  section. 

(f)  Those  devices  that  have  been 
named  banned  devices  under  8  885.30 
and  that  have  already  been  sold  to  the 
public  may  be  subfect  to  relabeling  by 
the  manufocturer,  distributor,  importer, 
or  any  odier  personfs)  responsible  for 
the  labeling  of  the  device  or  may  be 
subject  to  the  provisions  of  section 
518(a)  or  (b)  of  the  act 

Subpart  B— Listing  of  Banned  Devices 
[Reserved] 

Effective  date.  This  regulation  shall  be 
effective  )uly  17, 1878. 

(Secs.  502(r).  516,  518,  519,  701(a),  52  Stat 
1055.  90  Stat  5ea  562-565,  577-578  (21  U.S.C 
352(r).  360f.  380h,  3601.  371).) 

Dated:  May  7, 1979. 
josepb  P.  Hile, 

Associate  Commissioner  for  Regulatory 
Affairs.  _ 
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